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Sex: Female Bodyweight (g)

Appendix 11

Body Weight (TK satellite group)

10 mg/kg Day(s) Relative
to Start Date
1 8 15 22 28
60301 | 163.1 1769 2086 2354 2453
80302 | 1528 1727 1885 1934 207.0
80303 | 1615 196.0 2255 2486 256.6

B140965



Appendix 12 Calibration Standards on Each Analytical Day

B1409

Calibration curve Back ground (% of LLOQ) QC sample
Date Concentration (ng/mL) Accuracy Sample ~ Peak area Concentration (ng/mL) Accurac
Nominal  Measured (%) P P092 IS Nominal No. Measured (%)
5 5.036 100.7  Blank 0 0 10 1 11.33 113.3
10 9.380 93.8 ( 00 Y( 00 ) 2 9351 93.5
20 21.53 107.7 Zero 0 274261 50 1 49.74 99.5
50 50.52 101.0 ( 00 ) - 2 4144 82.9
2014711728 100 106.4 1064 LLOQ 1247 288003 800 1 7618 95.2
200 211.8 105.9 2 6717 84.0
500 474.8 95.0
1000 894.7 89.5
5 4,792 95.8 Blank 0 0 10 1 10.87 108.7
10 11.08 110.8 ( 00 )( 00 ) 2 1019  101.9
20 19.47 97.4 Zero 0 304135 50 1 4732 94.6
2014/12/2 50 48.36 96.7 ( 00 ) - 2 4497 89.9
100 95.14 95.1 LLOQ 1504 265898 800 1 7511 93.9
200 194.4 97.2 2 6876 86.0
500 512.2 102.4
1000 1045 104.5
5 4.901 98.0 Blank 0 0 10 1 9.876 98.8
10 10.40 104.0 ( 0.0 Y( 00 ) 2 1088  108.8
20 19.54 97.7 Zero 0 283547 50 1 49.44 98.9
otanane 0 52.04 104.1 ( 00 ) - 2 4960 992
100 104.8 104.8 LLOQ 1524 277679 800 1 802.7 100.2
200 1932 96.6 2 769.8 96.2
500 5194 103.9
1000 909.6 91.0
5 4.748 95.0 Blank 0 0 10 1 10.45 104.2
10 11.21 112.1 ( 00 )( 00 ) 2 1046 104.
20 19.22 96.1 Zero 0 167564 50 1 51.34 102."
2014/12/24 50 49.90 99.8 ( 00 ) - 2 4752 95.0
100 98.10 98.1 LLOQ 973 170176 800 1 796.1 99.5
200 202.4 101.2 2 7713 972
500 545.5 109.1

1000 886.0 88.6

LLOQ: Lower limit of quantification
Accuracy (%) = measured value/nominal valuex100

The value in parenthesis denotes peak area ratio (%) of back ground peak area to that in LLOQ.

--: Not applicable
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Appendix 13 Clinical Sign (Preliminary study) B140965

Description

Code

BD Before dosing

T10 - About 30 minutes after dosing
T20 About 1 hour after dosing
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Appendix 13 Clinical Sign (Preliminary study) B140965

Day numbers relatijve to Start Date

1 1 1 2
Group Sex Animal Clinical S$ign Site BD T10 T20 Day
1 f 79001 No Abnormalities Detected X X X X
79002 No Abnormalities Detected X . . .

bDark reddish, tail . X X X

79003 No Abnormalities Detected X . . .

Dark reddish, tadil . X X X

79004 No Abnormalities Detected X . .

Dark reddish, tail . X X

Reddish urine . X . .

79005 No Abnormalities Detected X . . .

Dark reddish, tail . X X X

Reddish urine . X . .

Severity Codes: X = Present
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Sex: Female Bodyweight (g)

Group: 1 Day(s) Relative
to Start Date

1 2

79001 | 159.0 165.5

79002 { 1416 1476

79003 | 1533 156.4

79004 | 154.2 155.6

79005 | 1456 1432

Appendix 14

Body Weight (Preliminary study)

B140965
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Appendix 15 Hematology (Preliminary study) B140965
Sex: Female Day(s) Relative to Start Date
Group: 1 Hematology
Red Blood | Hemoglobin | Hematocrit MCV MCH MCHC Platelet | Reficulocyte | Reticulocyte PT APTT | White Blood | Lymphocyte| Neutrophil
CellCount |  conc. Count Cell Count
(10%6/uL) (g/dL) (%) (L) (rg) (g/dL) (10°3/uL) (%) (10°91L) (sec) (sec) (10°3/uL) (%) (%)
2 2 2 2 2 2 2 2 2 2 2 2 2 2
79001 | 6.10 133 405 66.4 218 328 1211 1196 7296 8.5 148 10.02 818 14.2
79002 | 578 123 382 66.1 213 322 1063 8.48 490.1 8.4 133 9.17 68.4 259
79003 | 5.80 126 385 66.4 217 327 939 7.55 4319 8.3 146 12.08 63.9 327
79004 | 597 124 37.8 63.3 20.8 328 1510 8.30 4955 8.6 14.1 1117 66.8 282
79005 | 4.80 103 323 67.3 215 319 697 10.78 5174 7.6 175 3.26 62.9 350
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Sex: Female Day(s) Relative fo Start Date

Appendix 15

Hematology (Preliminary study)

Group: 1 Hematology

Eosinophil | Basophil | Monocyte |Lymphocyte| Neutrophil | Eosinophil | Basophil | Monocyte
(%) (%) (%) (1083/uL) | (1073/uL) | (10°3/L) | (10°3/uL) | (10°3/pL)

2 2 2 2 2 2 2 2

79001 1.6 0.0 24 8.20 142 0.16 0.00 0.24

79002 1.1 0.0 4.6 8.27 238 0.10 0.00 0.42

79003 0.6 0.0 2.8 7.72 3.95 0.07 0.00 0.34

79004 1.0 0.0 40 7.46 315 0.11 0.00 0.45

79005 0.9 0.0 1.2 2.05 1.14 0.03 0.00 0.04

B140965
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Sex: Female Day(s) Relative to Start Date

Appendix 16

Group: 1 Blood Chemistry
ALAT ASAT LDH Creatine Total
Kinase Bilirubin
(U (Uh) (un) (un) (mg/dL)
2 2 2 2 2
79001 53 94 110 238 0.0
79002 39 96 133 282 0.0
79003 44 102 200 289 0.0
79004 30 74 80 193 0.0
73005 58 135 223 274 0.0

Blood Chemistry (Preliminary study)

B140965
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